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- The MAILING DA TE of this communication appears on the cover sheet with the correspondence address ~ 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )M Responsive to communication(s) filed on 29 November 2006 . 
2a)D This action is FINAL. 2b)S This action is non-final, 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. ' 

Disposition of Claims 

4) E3 Claim(s) 1-15 is/are pending in the application. 

4a) Of the above claim(s) 3.5.7-1 2 and 14 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |El Claim(s) 1.2.4.6.13 and 15 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)Q accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 1 9 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) ^ Information Disclosure Statement(s) (PTO/SB/08) 5) O Notice of Informal Patent Application 

Paper No(s)/Mail Date 7/8/04 . 6) □ Other: . 



U.S. Patent and Trademark Office 

PTOl-326 (Rev. 08-06) 



Office Action Summary 



Part of Paper No./Mail Date 2007041 1 
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DETAILED ACTION 

Election/Restrictions 

Claims 3,5,7-12,14 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected species, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply 
filed on 11-29-2006. 

Applicant's election with traverse of Figure 3, claims 1,2,4,6,13 and 15 in the 
reply filed on 1 1-29-2006 is acknowledged. The traversal is on the ground(s) that the 
claims are drawn to a single patentable invention. This is not found persuasive because 
the structures of the base labels and masking labels are of different structures therefore 
requiring different searches. 

The requirement is still deemed proper and is therefore made FINAL. 

Claim Rejections -35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1,2,4,6,13 and 15 are rejected under 35 U.S.C. 112, second paragraph, 

as being indefinite for failing to particularly point out and distinctly claim the subject 

matter which applicant regards as the invention. The limitation "compliance with HIPAA* 

is unclear because laws, rules and regulations are subject to change. Therefore, 

because it is not discernable what potential changes or corrections are to be made to 

HIPPA, it is unclear what the scope of the claims encompass. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
Obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-2, 4,13 and 15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over 7,048,308 to Blank. 

Blank discloses a data carrier comprising a release liner (18), a health 
information label (14) having an upper and lower surface (figure 1 shows upper surface 
and figure 3 shows the lower surface) including a first area on the upper surface for 
indicia (area on the upper surface that includes "PHARMACY") and a second area on 
the upper surface for indicia (area on upper surface that includes "QUANTITY". 

Blank discloses a pressure sensitive adhesive coating on the lower surface 
(adhesive 20) of the label securing the label to the release liner (figures 5 and 6) and a 
masking label integral with the health information label (32, see also figure 5 and 
column 4 lines 38-54 in that the label 32 can be removed and adhered to another object 
it is a masking label). A die cut in the release liner (18) defining a removable liner piece 
beneath the masking label (40), the removable liner piece being removable from the 
release liner with the health information label and remaining thereon when the health 
information label is applied to a surface (figure 3), the removable liner piece permitting 
the removal of the masking label from the label so that the masking label can be applied 
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over one or both of the first and second areas to obscure the association of identity of 
the patient and the health related information when the data carrier is discarded (see 
figure 5 and column 4 lines 38-54, in that the masking label 40 can be removed from the 
label 14 and adhered to another object, it is inherently capable of being applied to the 
first or second areas of label 14 via the adhesive 20). 

Blank disclose the claimed invention except for the specific arrangement and/or 
content of indicia set forth in the claim(s). It has been held that when the claimed printed 
matter is not functionally related to the substrate it will not distinguish the invention from 
the prior art in terms of patentability. In re Gulack, 217 USPQ 401, (CAFC 1983). The 
fact that the content of the printed matter placed on the substrate may render the device 
more convenient by providing an individual with a specific type of information does not 
alter the functional relationship. Mere support by the substrate for the printed matter is 
not the kind of functional relationship necessary for patentability. 

The examiner asserts that the data carrier comprising a release liner, label, 
adhesive, masking label, die cut, removable liner piece of Blank is the same structure 
claimed by applicant and the sole difference is in the content of the printed material. 
Thus, there is no novel and unobvious functional relationship between the printed 
matter (e.g. indicia) and the substrate (e.g. label), which is required for patentability. 

Accordingly, there being no functional relationship of the printed material to the 
substrate, as noted above, there is no reason to give patentable weight to the content of 
the printed matter which, by itself, is non-statutory subject matter. 
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Regarding the limitations of the preamble, the data carrier of Blank is inherently 
capable of providing health related information regarding a patient and for facilitating 
compliance with HIPAA by obscuring the association between the identity of the patient 
and health related information when the data carrier is to be discarded, in that the 
structure of the data carrier is met by Blank and the arrangement and/or context of the 
indicia is addressed by In re Gullack above. 

Regarding claim 2, Blank discloses the first and second areas of are on a first 
portion of the label (the peripheral edge portions of the label, which is being defined as 
the portions where "PHARMACY" and "QUANTITY" are located in Blank) and the 
masking label is on a second portion of the label (the interior portion of the label, where 
32 is located of Blank), the first and second portions being separated by a line of die cut 
perforations (38 of Blank). 

Regarding claim 4, Blank discloses the pressure sensitive adhesive coating on 
the lower surface of the label comprises a permanent adhesive (Blank discloses that the 
label permanently bonds on the container in column 5 lines 33-35, therefore the 
adhesive 20 is inherently a permanent adhesive). 

Regarding claim 13, Blank discloses a release liner (18), a first label (14) having 
an upper and lower surface, the label including a first and second area for indicia (see 
areas of "PHARMACY" and "QUANTITY"), pressure sensitive adhesive coating on the 
lower surface of the first label (adhesive 20), second label integral with the data carrier 
and defined by a die cut in the first label (second label 32), the second label configured 
such that upon removing the first label from the release liner, the second label remains 
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with the first label when the first label is adhesively applied to a surface (figure 3) and 
when the second label is subsequently separated from the first label the second label is 
adapted to disassociate the identity of the patient from the health related information (in 
that the structure of the label is met by Blank, it is inherently capable of this function). 
Regarding the specific indicia, see the In re Gullack rejection applied to claim 1 above. 

Regarding claim 15, Blank discloses the second label (32) is defined by a die cut 
(38) in the first label (14). 

Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Blank in 
view of 4,549,750 to Stone et al (hereinafter Stone). Blank discloses all elements of the 
claims but for the masking label being smaller than the removable liner piece beneath 
the masking label and the liner piece extending beyond the edge of the label such that 
the removable liner piece may be used to remove the masking label. 

Stone teaches having a label (12 of Stone) with a removable liner piece (portion 
of liner 15 defined between score lines 16 in figure 2 of Stone), the removable liner 
piece extending beyond the edge of the label (see figure 1 element 18 and column 4 
lines 3-5 of Stone). It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to use the extending liner teaching of Stone with the 
removable liner and label of Blank for the purpose of allowing for easier removable of 
the label. 
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Conclusion 



The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. This is simply art of interest and was not used to reject any 
claims in this office action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jamila Williams whose telephone number is 571-272- 
4431 . The examiner can normally be reached on Monday-Thursday 6:00am-4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Monica Carter can be reached on 571-272-4475. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 





JW 4-11-2007 
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